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HOpﬂIlOK NMPOBEACHHHA Ilep)KaBHO.l’ OIIiHKI/I MEANYHHUX TEeXHOJIOTil

1. Topsmok BHW3HAYAE MPOIEAYPY JACPKABHOI OIMHKKA MEIUYHHUX TEXHOJIOTIH
naim — nepxasaa OMT).
p

2. Tepmiau B uboMy [lopsaKy BXKHBAIOTHCS Yy TAKUX 3HAUCHHSAX !

1) aHami3 BIUIMBY Ha OIOMKET — OLIHKA ()IHAHCOBHUX HACHIJKIB BIPOBAKEHHS
a00 BWJIyYEHHS 3 IIporpam, 1o (iHAHCYIOTHCS 3 IEPKABHOTO Ta MICLIEBUX OIO/IKETIB,
OLIIHIOBAHOI MEIUYHOI TEXHOJIOT1I B CUCTEMI1 OXOPOHU 3]I0POB’S;

2) aHami3 e(EeKTUBHOCTI BUTpAT — MeTOJ] (apMaKOEKOHOMIYHOTO aHali3y, B
SIKOMY TIOPIBHIOIOTBCS SIK BUTPATH, TaK 1 Pe3yJbTaTH BUKOPHUCTAHHS albTEPHATUBHHUX
MEJIMYHUX TEXHOJIOTIH, K1 BUMIPIOIOTHCS K IIPABUIIO B KIIIHIYHUX IMOKA3HUKAX;

3) BHUCHOBOK YTOBHOBKEHOIO OpraHy — JOKYMEHT PEKOMEHIAIiHHOTO
XapakTepy, SKAW MICTUTh Yy3arajdbHEHUW pe3yJbTaT TNEepBUHHOI Ta (PaxoBoi
€KCIIEPTU3H 3asiBU, JOChE, 00 MPOBEACHOI JEP>KaBHOI OIIHKM MEIUYHUX TEXHOJIOT1H
3a CKOPOYCHOI MPOLEAYyporo, SIKMH MICTUTH 1H(OpMAII0 3 MIATBEP/KEHHS abo
CIIPOCTYBaHHS TPaBUJIBHOCTI HAJaHUX JIaHMX II0J0 MOPIBHSUILHOI €(PEKTUBHOCTI
(pe3yIbTaTUBHOCT1), O€3MEeKH, €KOHOMIYHO1 JOIIBHOCTI (€(h)eKTUBHOCTI BUTpaT Ta
aHaji3y BIUIMBY Ha OFOKET) MEIMYHOI TEXHOJIOTrli Ta HajgaHHS 1H(popMali s
MPUIHATTS PIllICHbD;

4) nepkaBHa OIlIHKAa MEIUYHUX TEXHOJIOTIH — OI[IHKA MEIUYHUX TEXHOJOTIN
(OLIIHKA TEXHOJIOT1 OXOPOHH 3[I0POB's), sIKA MPOBOAUTHCS Y TOBHOBAKEHUM OpPraHOM
3 HaJIaHHSIM HUM BHCHOBKY YTIOBHOBaX€HOI'O OpraHy, 30Kpema JJisi peKOMeHalii Ta
MIITPUMKN YXBAJICHHSI YIIPaBIIHCHKHUX PIIICHb B chepl OXOPOHU 37I0POB’S;

5) nmepaBHa OIIHKAa MEIUYHUX TEXHOJOTIH 3a CKOPOUYEHOIO MPOILEIYypPOIO -
OIlIHKa MEIUYHUX TEXHOJIOTiM, sfKa TPOBOAUTHCS YTOBHOBRXCHUM OPraHOM 3a
3BepHeHHsIM MO3 y Bumankax, BU3Ha4YeHHX B mboMy llopsnky, 3 HagaHHSIM HUM
BHCHOBKY YTIOBHOBKEHOTO OpTaHy 3a 3BepHeHHSAM MO3 3rilHO BU3HAYEHUX ITiJICTaB
y pa3i HEOOX1JHOCTI;

6) 1oCcbe — MaTepianu, SKl MOAAI0ThCS O YTIOBHOBRXEHOTO OPTraHy 3asBHUKOM
pazoM 13 3asBOO i npoBeneHHs AepxkaBHOi OMT. Pexomennainii 3 odopmieHHs,
3MICTYy Ta 00CsTYy MaTepialliB JOChE BUBHAYAIOTHCS Y HaCTaHOBAX 3 JepkaBHOi OMT;

7) ekcnepT - ocoba, sKa Mae JIOCTaTHIM piBeHb KBajiikarlii Ta cremiaibHuX
3HaHb i1 TpoBeAcHHS nepkaBHOI OMT BiAMOBIIHO 1O BHUMOT BCTaHOBJICHUX



HactaHoBaMu 3 OMT ta num [lopsakom.

8) eKOHOMIYHA JTOIUIBHICTD - KOMIICKCHE TOHSTTS, IO Y3araJbHIOE EKOHOMIYHI
XapaKTePUCTHKHU IIHHOCTI: HaJle)kHY €(EeKTUBHICTb BUTPAT Ta IOCTYIHICTH 3T1HO
aHaJli3y BIUIMBY Ha OIO/KET;

9) exkcriepTr3a — MepBUHHA Ta (DaxoBa EKCIIEPTU3A 3asiBH, I0ChE, a00 MPOBEIACHA
3a 3BEpHEHHAM I110J10 TTpoBeicHH JepkaBHOi OMT, 3 METOIO MIATOTOBKHA BHCHOBKIB
YTIOBHOBaXEHOTO OPraHy;

10) 3asgBa — MOKYMEHT BCTAHOBJIEHOTO 3pa3Ka, SIKUW MOJAETHCS 3asBHUKOM JI0
YTOBHOBaXEHOTO Oprany Juisi NpoBeAeHH: aepkaBHoi OMT;

11) 3asBHMK — @Qi3uyHa UM MOpPUAMYHA o0co0a, sKa TOJa€ 3asiBy JI0
YIOBHOBaXEHOTO OpraHy Ta € BJIACHUKOM PEECTPAIIHHOTO TIOCBIJYEHHS Ha
OI[IHIOBAHWM JIIKapChKUI 3aci0 (HOro YIMOBHOBaXXEHUM IIPEJIICTABHUKOM) a0o
BUPOOHMKOM  OLIIHIOBAHOTO  MEIUWYHOro  BUpPOOy  (MOro  yHOBHOBa)XEHUM
npeactaBHUKOM). Jiis mpoBeneHHst aepxkaBHoi OMT MenuuHoi TEXHOJIOTIi, 1HIIOI,
HDK JIIKapChbKUU 3aci0, 3aBHUKOM MOXke OyTH (i3MyHa 4u IOpUAMYHA oco0a, sdKa
3allikaBjeHa Yy TMpoBeleHHI aAepkaBHOi OMT. 3asgBHUK € BiANOBIJAIBLHUM 32
JIOCTOBIPHICTH 1H(GOPMAITii, IO MICTUTHCS Y HATAHUX HUM 3asiBl Ta JJOCKE;

12) 3BepHeHHs wIO0n0 npoBeneHHs pAepxkaBHOi OMT — nOKyMeHT, sKui
HanpasisieTbest MO3 10 YIOBHOBaXXEHOTO OPraHy 3 METOIO MPOBEJEHHS JEpKaBHOI
OMT 3a cKkOpOUYEHOIO MPOIIEAYPOIO, SIKa BKIIIOUAE aHAJI3 TTOPIBHSIBLHOT €()eKTHBHOCTI
(pe3ynpTaTUBHOCTI), O€3MEKH Ta aHaji3 BIUIMBY Ha OIOJKET HAa OCHOBI BIJKPUTOI
1H(bOopMaIii;

13) MeauvHa TEXHOJIOTIS (TEXHOJIOTISI OXOPOHHU 3J0POB'sl) — METO, MPOIEAYypa,
cuctemMa abo 3acid s mpodITaKTUKH, TIarHOCTUKH, JIKYBaHHS a00 MEIUYHOI
peabumiTarlii, BKJIIOYAIOUYHW JIIKApChKi 3aco0U (B TOMY YHCIII MEIUYHI IMyHOO10JI0T14H1
npenaparu), MEANYHI BUpOOH (B TOMY YMCII JOMOMIXKHI 3aCO0M 10 HHX), MPOLIEAYPH
Ta OpraHi3aliiiHi CUCTEMHU, 1110 3aCTOCOBYIOTHCS B c(pepl OXOPOHI 3A0POB's;

14) HacTaHOBa 3 JIep)KABHOI OILIIHKM MEAUYHUX TEXHOJIOT1H (Jajli — HAcTaHOBA 3
nepxxaBHoi OMT) — mOKyMeHT Jj1sl IEBHOTO BUAY (BU/IB) MEAMYHUX TEXHOJIOTIH, 1110
3aTBepKy€eThCst MO3;

15) mepBrUHHA eKcniepTH3a — MEPEBipKa 3asBH Ta JOCHE, IO TOAAIOTHCS JI0 3asBH,
Ha BIAMOBIAHICTH BUMOT'aM 3aKOHOJABCTBA;

16) mopiBHsAIbHA O€3leKa MEAUYHUX TEXHOJIOTIH — IIe JOKa3oBl JaHi, Kl
0a3yroThCA Ha TOPIBHSUIBHIN OIlIHIII KOPUCTI BIJ 3aCTOCYBaHHS/ BIIPOBAKCHHS
MEIUYHOI TEXHOJIOTIT Ta MOTEHIIWHOT MIKOAM, sIKa MOXE OyTH 3aBJaHa TMAaIli€HTY Bif
3aCTOCYBAHHS 11€1 MEAMYHOI TEXHOJIOT;



17) nopiBHATbHA €(EKTUBHICTH (PE3yJIbTaTUBHICTH) MEAMYHUX TEXHOJOTIA —
J0Ka30Bl JaHi, SIKi TOPIBHIOIOTH pe3yJbTaTH  3aCTOCYBaHHS aJbTEPHATUBHUX
MEIMYHUX TEXHOJIOTIH AJIsl MOKpAIeHHs HaJJaHHS MEIUYHOI JOTTIOMOTH;

18) mpiopuTeTHi HampsMHU PO3BUTKY cQepu OXOPOHHU 3I0pOoB’A (nmami -
MpIOpUTETHI HampsiMu) — 3aTBepkeHnii MO3 mepernik 3axofiB y cdepi OXOpOoHU
3IOpOB’sl, BUIIB MEIUYHUX MOCTYT (MEIMYHOI JOMOMOTH), a TaKOX XBOPOO, TpamM,
OTPY€HB, MATOJIOTTYHUX 1 (i31070T1YHMX (IT1]1 Yac BariTHOCTI Ta IMOJIOTIB) CTaHIB, SKi
MalOTh HAHOUTBI ICTOTHE 3HAYEHHS JIJISl TIOKa3HUKIB 3/I0pPOB’Sl HACCIICHHS;

19) yrioBHOBa)ke€HU OpraH 3 JCp>KaBHOI OIIHKKA MEAUYHHUX TEXHOJIOTH (mami —
VYHoBHOBaXEHUN OpraH) — OpHIAMYHA 0c00a, Ha SKY BIAMOBIIHO JO0 YHWHHOTO
3aKOHOJABCTBA IIOKJIAJICHO BUKOHAHHS (PYHKIIM 3 Jep)KaBHOI OINIHKHM MEIUYHHUX
TEXHOJIOT1H;

20) ¢axoBa ekcrmepTuM3a — aHaji3 pPE3yJbTATIB IMOPIBHAJIBHOI €(PEKTUBHOCTI
(pe3ybTaTUBHOCTI), O€3MEKH, EKOHOMIYHOI JTOIIIBHOCTI (€)EKTUBHOCTI BUTpaT Ta
aHaii3y BIUIMBY Ha OIOJIKET CUCTEMHU OXOPOHU 3/I0POB’S) MEAUYHOI TEXHOJIOTII.

[HII1 TepMIHU BKMBAIOTHCS y 3HAUYECHHSX, HaBeJeHUX B OCHOBaX 3aKOHOJABCTBA
VYkpainu npo 0XOpOHY 3J0pOB’Sl Ta IHIIMX HOPMATHBHO-IPABOBHUX aKTaxX YKpaiHU y
chepi 0XOpOHU 310POB’SI.

3. 3miiicHeHHSA OLIIHKH MEIUYHUX TEXHOJIOT1H nepeadoavae
MYJIbTUIMCIHUIUTIHAPHUN TIPOIEC, SIKUM CHCTEMATHYHO, MPO30pO0, HEYIEpPEeKEHO Ta
OOTPYHTOBAHO y3arajabHIO€ 1H(POPMAIliIO0 MOA0 MEIUYHUX, CKOHOMIUYHUX, COIIaTbHUX
Ta €TUYHHUX ACTEKTIB, OB’ A3aHUX 13 3aCTOCYBAHHSIM MEIMYHOI TEXHOJIOT1i Ha PI3HUX
erarax 11 >)KUTTEBOTO LUKITY.

4. HacrtanoBu 3 aepxkaBHoi OMT Bu3HauawoTh i MEBHOTO BUIY (BHUIIB)
MEIUYHUX TEXHOJOTIA peKOMEHJalii A0 3MICTy Ta o0cAry MaTepiaiiB JIOChE,
npoBesieHHsT ¢GaxoBoi ekcnepTusu s aepkaBHoi OMT, meToawuHi MiaXxoaud Ta
ocobnuBocTi ipoBeaeHHss OMT 3anexxHo Bif 11 BUAy Ta/abo MeTH MpoBeIeHHs Ta/abo
BHJTy OIIIHFOBAHOI MEIMYHOI TEXHOJIOTIi TOIIO.

5. HacranoBu 3 aepxkaBHoi OMT po3poOisitoThes Ha 3acagax MDKHApOJIHUX Ta
€BpOIEHChKUX MpaBuil 1 cTanAaptiB 3 OMT 13 ypaxyBaHHAM BUMOT 11boTO [lopsiaky.

Jlo po3pobku HactaHoB 3 nepxkaBHOi OMT MO3 Ta/abo YnoBHOBakeHUI opraH
MOKE 3aJy4yaTH I1HII OpPTaHH JEep>KaBHOI BJIAJIA, TPOMAACHKI 00’€qHaHHA y cdepi
OXOpOHH 3/10pOB’sl, EKCIEPTIB, HAYKOBIIIB T 1HII YCTAHOBH.

HacranoBu 3 nepxaBHoi OMT miansratoTh NepioguYHOMY MEPETIsiAy 3 METOIO
YIOCKOHAJICHHS, aKTyaji3aimii MEeTOJMK/EKCTepTHu3 TpoBeaeHHs nepxkaBHoi OMT
BIJIMTOBITHO JI0 MI>KHAPOHUX Ta €BPOTNEHChKHUX TIpaBwmi 1 ctanaapTiB 3 OMT.



6. Hepxasna OMT mpoBoauThecs BiAmoBigHO 10 1boro [lopsiiky, HacTaHOB 3
nep>kaBHoi OMT Ta y Takux BUINaKax:

1) BKIIIOYEHHSI/BUKIIIOUCHHSI JTIKapChKUX 3aco0iB 70/3 HarioHanesHOTO mepeniky
OCHOBHHUX JIKapChbKUX 3ac00iB, 3aTBEpIKEHOTO mocTaHoBoio Kabinety MiHicTpiB
VYkpainu Bix 25 6epe3as 2009 p. Ne333 (Odimiitauit Bicauk Ykpaiau 2009 p., Ne 27,
cT. 906) (mani — HarioHanbHHM TIEpeiK).

2) BKJIIOUCHHS/BUKIIIOUCHHS JIIKAPCHKUX 3ac001B /10/3 HOMEHKJIATYp (ITeperiKiB,
CIHCKIB, PEECTPIB), IO 3aKyNOBYIOTHCA 3a KOIITH JACPKABHOTO OIOHKETY IS
BUKOHAHHS TPOTpaM Ta 3/1iHCHEHHS IICHTPATI30BaHUX 3aX0/liB 3 OXOPOHHU 37I0POB’s.

VY pasi BKIIIOUEHHS JIIKAPChKUX 3aC001B O HOMEHKJIATyp (TEpesniKiB, CIUCKIB,
peecTpiB), L0 3aKyHNOBYIOTbCS 3a KOIUTH JEP>KABHOIO OMOJKETY MJIsi BUKOHAHHS
nporpaM Ta 31HCHEHHsI LEHTPaIi30BaHUX 3aXOIB 3 OXOPOHHU 3/10pOB’S JIep:KaBHA
OMT He 3a1ACHIOETBCS MO0 JIKAPChKUX 3ac00i1B, K1 BKJIOUeH1 10 HarioHansHOTO
MEPEIIKY, a TAKOXK THX, K1 OyJIM BKJIIOYEH] JO BIANOBIAHUX HOMEHKIIATYD (TIEPEIKIB,
CIIMCKIB, PEECTPIB) HA MOMEHT HaOpaHHs YUHHOCTI 1boro [lopsiaKy Ta 1is BUpIIEHHS
MUTAaHb TIOB’A3aHUX 3 HEOOXIJHICTIO YCYHEHHS, MOJOJIaHHS Ta MPOTUAII HaACIIIKaM
HaJ3BUYAHHUX CUTyalll (CTUX1HHI JIuxa, enifeMii, 3aCTOCYBaHHAM 3aC001B ypaKeHHs
TOIIO);

3) 3acTOoCyBaHHSI MPOILIECIYP JTOTOBOPIB KEPOBAHOTO JOCTYITY;

4) 3AiiCHEHHS 3aKyMiBJl JIKAPCHKUX 3aC001B CTPYKTYPHUMHU TMiJPO3ALUTIAMH 3
MMUTaHb OXOPOHHU 310pOB’st 00acHUX Ta KuiBChKoOi MiChKOI JiepkaBHOI aaMiHICTpalii
JUIS. BUKOHAHHS 3aXOJ1IB PEriOHaJbHUX IUIBOBUX IMPOTPaM BIAMOBIAHO y BHMAaIKax
BU3HAYCHNX myHKTOM 1° mocranoBu KaGimery Minictpie Ykpainu Bix 25 Gepess
2009 poky Ne 333 «Jlesiki muTaHHS ACP>KABHOTO PEryJIIOBaHHS I[IH Ha JIKApChKI
3aco0u 1 BUpoOu MeauuyHoro npusHadeHHs» (Odimiiiauii BicHuk Ykpainu, 2009 p., Ne
27, ct. 906).

7. llep>xaBHa OMT 3a CKOpOYEHOIO MPONEAYPOIO 3aCTOCOBYETHCS TIPU 3BEPHEHHI
MO3 miono npoBenenns aepxaBHoi OMT y Bumajakax, nepeadadyeHux y MYHKTI 8
upboro Ilopsnky i1 TpuBae He Outbine 30 KajleHIApHUX AHIB 3 JIaTH OJEp KaHHS
VYTOBHOBaKEHUM OPTaHOM 3BEpPHEHHS 11040 MpoBeaeHHs aepxkaBHoi OMT Bigx MO3.
daxoBa ekcrepTuza i e aepxxaBHoi OMT 3a 3BepHEHHSIM I10JI0 MPOBEICHHS
nepxaBHoi OMT npoBoauThCS 6€3011aTHO, IIEPBUHHA SKCIIEPTH3a HE TTPOBOIUTHCH.

B 3BepHeHHi moa0 mpoBeneHHs aepkaBHOi OMT 3a cKOpodYeHO MpOIeaypOrO
MO3 3a3nauae miacTaBy s npoBeneHHs naep:kaBHOi OMT, BH3HaueHy YMHHHUM
3aKOHOJIaBCTBOM, 1HINY BIAMOBIAHY 1H(OpMaIli0, HEOOXITHY IS TPOBEACHHS
nep>kaBHoi OMT.

3a HeoOxinHocti MO3 nopae 1o 3BepHEHHS 11010 TpoBeaeHHS AepxkaBHoi OMT
32 CKOPOYCHOI MPOIEAYPOIO JOJATKOBI Marepianu (aHi Mpo IMUIHOBY MOMYJISIIIIO,



3aKyIiBEJIbHY IIHY TOILO), B TOMY YHCI Ha OOTPYHTOBAHUI 3amHUT Y TOBHOBAaXEHOTO
Oprasy.

3Bepuenns HC3Y mono mposeaenHs aepxaBHoi OMT 3a ckopodeHOrO
MPOIIETYPOI0 3 BIAMOBIIHUM OOIPYHTYBaHHSM MOJal0Thcs 10 MO3 3 momaibIimmm
HaIpaBJICHHSIM JI0 Y TOBHOBAKEHOTO OpPraHy.

8. IlimcraBu s mpoBeneHHs aAepkaBHOi OMT 3a 3BepHEHHSAM 11010
npoBeIeHH: aepkaBHOi OMT:

1) moTpebu y mikapchbkoMmy 3aco0i s JKBimamii, MOJOJaHHS, ITPOTUIIT
HaCJI1JIKaM CTUXIHHUX JMX, KaTacTpod, 3aroCTPEHHS €IMiIeMIYHOT CUTYyaIlli;

2) mij yac Jii HaJ3BUYalHOI CUTYyallil Y1 HaJA3BUYANHOTO CTaHY;

3) motpebu y JiKapchKOMy 3aco0i JUIs BUKOPHCTaHHS MPH HATaHHI MEIHMYHOT
JIOTIOMOTH TIPU CTaHAaX, 10 BXOJATH JO MPIOPUTETHUX HAIpPSIMIB PO3BUTKY chepu
OXOpPOHH 370POB’SI.

4) BUSIBJICHHA JIIKAPCHKOTO 3aco0y, SKUM € OUIbIl e()EKTUBHUM, OE3MEYHUM,
€KOHOMIYHO JOLUIBHUM Ta 3aKYIIBISI IKOTO MOYKE€ MaTH MEHIINN ()IHAHCOBUI BIUIMB
Ha OIOKET CHCTEMH OXOPOHH 3J0pOB’S TMOPIBHAHO 3 JIKAPCBKUM 3aco0o0M,
BKJIIIOYEHUM JI0 BIAMNOBIIHMX TEPENiKIB, CIHCKIB, PEECTPIB 3 OJHAKOBUMHU
MOKa3aHHSAMU J0 3aCTOCYBaHHS.

9. ns 3a1icHEHHS Aep>KaBHO1 OIIHKK MEJIMYHHUX TEXHOJIOTIN 3asBHHUK IOJA€E JI0
YTIOBHOBaXEHOTO OpPTraHy B MAllepOBOMY Ta €JICKTPOHHOMY BHUIJISII 3asBY Ta JIOCHE 3a
dhopmMaMu BU3HAYCHUMU y 10JaTKy 1 10 mporo [Topsaky.

VY Bumankax 3paificHeHHs nepkaBHoi OMT 3a iHINIATHBOIO 3asBHUKA 3 METOIO
BUKJTIOYEHHS JIIKApChKOTO 3aco0y 3 HarioHanbHOTO Tiepeniky Ta/ab0 HOMEHKIIATYp
(mepemikiB, CHUCKIB, PEECTPiB) 3asiBHUK TOJa€ O YTMOBHOBWKEHOI'O OPraHy B
MarepoBOMY Ta €JIEKTPOHHOMY BUTJISIII BIAMOBIAHY 3asBY 32 (HOPMOIO, BU3HAUEHOIO Y
nonatky 1 mo mporo Ilopsaky. Jlocke y TakoMy BHIAIKy 3aIBHUKOM HE ITOJAETHCS.

10. 3miiicHEHHS JAEp’KaBHOI OIIHKKM MEAWYHUX TEXHOJIOTIH mependadae
MpPOBEICHHS eKcrepTu3n. ExcrnepTrs3a BKIIIOYAa€e MEPBUHHY EKCIEpTU3y Ta (HaxoBy
€KCIIepTU3y, KpiM BHUMAJAKIB TpoBeneHHs Aep:kaBHOi OMT 3a 3BepHEHHSM IIOJ0
MpoBeaeHHs nepxaBHol OMT.

11. JIns mpoBeIeHHSI €KCIIEPTH3U 3asIBHUK YKJIaJa€ 3 YIIOBHOBAKCHUM OPTraHOM
JIOTOBIp Ta CIJIa4y€ BapTICTh €KCMEPTHHUX POOIT BIAMOBIAHO 10 YMOB JOTOBOPY MiXk
3asIBHUKOM Ta Y TTOBHOBAXEHUM OpPTaHOM.

12. IlepBunHa ekcmeptu3a TpuBae He Ounpine 20 KaleHOApPHUX [HIB, sKa
PO3MOYMHAETHCA TICHA OIUIaTH BapTOCTI €KCHEPTHUX pPOOIT BIAMOBITHO JO YMOB



JIOTOBOPY.

13. Ilix yac mpoBeaeHHS MEPBUHHOT EKCIIEPTU3H 31HCHIOETHCS TIEPEBIPKa 3MICTY
3asiBH Ta JOChE, 110 JIOJAETHCS 0 3asBH, HA BIAMOBIIHICTS BUMOTAM 3 iX 0(hOpMIICHHS,
HAsIBHOCTI €JIGKTPOHHMX BEpCiii JOKYMEHTIB Ha €JEKTPOHHOMY HOCII, 30Kpema
aKTUBHUX (papMaKOEKOHOMIUHUX MOJENICH Ta aHai3y BILUTUBY Ha OIOKET.

Y pa3i BCTaHOBJICHHS HEBIAMOBIIHOCTI TOJAHUX 3asBU Ta/abo0 JOChE
Y1noBHOBaXEHUN OpraH Mae€ MpaBo 3alUTaTH OJHOPA30BO MUCHMOBO J0JIaTKOBI JaHi
Ta/abo 1H(opMaIlio y 3asgBHHUKA, IKUW MpoTsAroMm 20 KajdeHAApHUX JIHIB Ma€ YCYHYTH
BUSBJICHI HEJOJIIKU. 3a OOIPYHTOBAHUM JIUCTOM 3asBHHUKA, 3a3HAYECHUN CTPOK MOXKE
Oyt mpojoBxeHuM o0 60 kaneHmapHuX AHIB. Yac, MOTpiOHUMA JJIs MIATOTOBKH Ta
MO/IaHHS JIOJJATKOBUX JaHUX Ta/a0o0 1H(popmallii, He BXOJIUTh 0 CTPOKY IPOBEICHHS
MIEPBUHHO1 €KCIIEPTHU3H.

Sxmo 3asBHUK HE HaJa€ YTMOBHOBAKEHOMY OpraHy B YCTAHOBJIEHI CTPOKH
JOJIaTKOBUX JaHUX Ta/abo 1H@opMalii abo Hajgae iX y HEMOBHOMY 0O0Cs3i, a TaKOX
SKIIO HaJlaHl 3asBHUKOM JOJATKOBI JaHl Ta/ab0 iHdopmalis He 3a0e3MeuyroTh
BIINOBIJTHOCTI 3asBM BCTAHOBJICHHMM BUMOTraM, 3asBa 3aJUIIAETHCA 0€3 PO3MIIsIAY, PO
10 YTOBHOBAKEHUW OpraH IMOBIIOMIISIE 3agBHUKA MHCbMOBO MPOTITOM 5 poOounx
JIHIB 3 JIHA OTPUMAaHHs JOJAaTKOBUX JaHMUX Ta/a00 iHQopMalii Bl 3asBHUKA.

Hanani 3a 6akaHHSIM 3asiBHMKa HOBA 3asBa Ta MaTepiaiu JOChE 3 ypaxyBaHHSIM
3ayBaKCHb YTOBHOBXEHOTO OpraHy MOXYTh OyTH TIOAaHl Il TMPOBEIACHHS
€KCIIePTU3H BIAMOBIIHO A0 BUMOT 110r0 [lopsiaky.

14. IIpo 3aBeplieHHS MNPOBEACHHS MNEPBUHHOI EKCIEPTU3U Y OBHOBAKECHHIA
OpraH IMOBIJIOMJISIE 3asiBHUKA MTMUCHMOBO MPOTATOM 2 pOOOYMX JHIB 3 JHS 3aBEPIICHHS
11 IPOBEACHHS.

15. IlepBunHy 1 (paxoBy eKcCHepTH3y 3HIHCHIOIOTH EKCIEPTH YIOBHOBAXKEHOTO
oprany. [Ipyu mpoMy ekcniepT He TOBUHEH BUKOHYBATH POOOTY, 110 MOKE MPU3BOIUTH
710 MMOTEHIIMHOTO UM PeajIbHOro KOHQIIKTY IHTEPECIB.

16. IIpoBeneHHss paxoBoi €KCIEPTHU3M TPUBAE 3a 3arajibHOIO MPOLEIYPOI0 HE
o1nbie 90 KaJIeHIapHUX JTHIB 3 MOMEHTY 3aBEPIIICHHS MEPBUHHOT €KCIIEPTHU3H.

17. Ilig yac npoBeneHHs PaxoBoOi €KCHEPTU3U 3 METOK YTOUHEHHS JaHUX Ta/a0o
iHdopmanii YNOBHOBaXEHUN OpraH MOXKE OJHOPA30BO 3BEPHYTUCH A0 3asiBHUKA
1010 HaJIaHHS JOJIATKOBUX JaHUX Ta/abo0 iHdopmarii, HeoOXiaHOI I 3MIHCHEHHS
eKCIIepTU3H 1 HajaTu Homy 30 KaJeHIapHUX JTHIB /11 BUKOHAHHS 3a3HAYCHUX BUMOT.

3a OOrpyHTOBaHMM JIUCTOM 3asiBHHKA, 3a3HAYCHUN CTPOK MOXe OyTu
MPOJIOBXKEHUM J10 60 KaneHaapHuX IHIB. Yac, MOTpiOHUHN 1JIT BUKOHAHHS 3aIBHUKOM
BUMOT YTIOBHOB)XCHOTO OpraHy HE BXOJIUTh J0 CTPOKY MpOBEAeHHS (HaxoBoi
EKCIIePTU3H.



VY pasi HeHaJaHHA AOJATKOBUX JAHUX Ta/abo iH(popmallii y 3a3HauY€HUN CTPOK
3asiBa 3QIMINAETHCA 0€3 pOo3rsiAy, NpOo MO0 YTHOBHOBRXEHWH OpraH NHCHMOBO
MOB1AOMJISIE 3asiBHUKA MPOTAroM 10 pobounx AHIB, IpU LBOMY MOMEPEIHBO OepKaHA
YIIOBHOBaXEHUM OPTaHOM OILIATA 3aBHUKY HE ITIOBEPTAETHCS.

3asBHUK MOXE MOJATH 0 YTHOBHOBaKEHOIO OpPraHy HOBY 3asiBy Ta JIOChE Yy
BCTAHOBJICHOMY TOPSIIIKY.

18. Ha migcraBi pe3ysbTaTiB €KCHEPTU3U 3asBH, JIOChE, ab0 IPOBEIACHOI 3a
CKOpOYEHOI mpouenyporo aep:xkaBHoi OMT 3a VYHoBHOBaXKEHUM OpraH Hajae
BHCHOBOK 3T1THO BUMOT BHU3HAUYE€HHMX Yy Jojaatky 2 1o mporo Ilopsiaky, skuii mae
PEKOMEHJAIlIMHUI XapaKTep.

Y1oBHOBaXEHUM OpraH MOKe 3a1y4daTH J0 poOOTH JOpajauuil OpraH, yTBOPEHU N
npu MO3 VkpaiHu s NpURHATTS BIJMOBITHOTO PIIIEHHS IIOAO 3aTBEPHKCHHS
BUCHOBKY YTIOBHOBAXEHOTO OpPTraHy.

19. Skmio 3a y3araJibHEHUM PE3yJIbTaTOM €KCIEPTU3U OIL[IHIOBAHOTO JIIKAPCHKOTO
3aco0y Oyzie BCTAHOBJIEHO JOLUIBHICTh 3aCTOCYBaHHS J0 HbOTO MPOLEIYp JOTOBOPIB
KEpOBAaHOTO JOCTyIy 1H(GopMalis 0I0J0 IOro OOOB’SI3KOBO BKIIOYAETHCA [0
BUCHOBKY YTIOBHOBAXEHOTO OpPTraHy.

21. BucHOBOK YTOBHOBa)XEHOTO OpraHy HampaBisA€eTbes 10 3asBHHKAa Ta MO3
JUTSL OIPHITFOAHEHHS Horo Ha oiriiHOMY BeOCauTI.

22. BucHoBOK VYTOBHOBa)XEHOTO OpraHy CTOCOBHO BIJIOBIJHOI MEIUYHOI
TEXHOJIOT1i BBaXKa€ThCS YMHHHMM JI0O MOMEHTY MPOBEJCHHS HOBOI €KCIICPTH3H, SKIIO
1HIIIe HE 3a3HAYCHO Yy BUCHOBKY.

23. BucHoBk# 3 aepxkaBHOi OMT HOCSTh peKOMEHAAIITHIX XapaKTep.

PimenHs oo nuTaHbk, BUBHAUYCHUX Y MyHKTI 6 1poro Ilopsaky, mpuitMaroThCs
3a YMOBHM HAasBHOCTI BIJINOBIIHUX OIOJPKETHUX AaCUTHYBaHb Ta OEpydyd 10 yBaru
BIJINOBIJIHICTD PillIEHb MPIOPUTETHUM HAINpPSMaM PO3BUTKY chepu OXOpOHU 310POB's.,
ke npuiimae MO3.




